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DETAILED ACTION 

Claims 1 , 3, 5-40, 42-59, 61-63 and 65-72 are currently pending in the 
instant application. Claims 2, 4, 41, 60, 64 and 723-74 were cancelled. 

Priority 

This application is a 371 of PCT/US03/39120, filed 12/31/2003, which 
claims priority of US provisional application nos. 60/438,540, filed 01/06/2003 
and 60/438,541, filed 01/06/2003. 

Election/Restrictions 

Restriction is required under 35 U.S.C. 121 and 372. 

Lack of Unity Requirement 

Claims 1, 3, 5-40, 42-59, 61-63 and 65-72 are drawn to more than one 
inventive concept (as defined by PCT Rule 13), and accordingly, a restriction is 
required according to the provision of PCT Rule 13.2. 

PCT Rule 13.2 states that the international application shall relate to one 
invention only or to a group of inventions so linked as to form a single general 
inventive concept (requirement of unity of invention). 

PCT Rule 13.2 states unity of invention referred to in Rule 13.1 shall be 
fulfilled only when there is a technical relationship among those inventions 
involving one or more of the same or corresponding special technical features. 

Annex B, Part 1 (b), provides that "special technical features" mean those 
technical features, which, as a whole, define a contribution over the prior art. 

Annex B, Part 1 (e), provides combinations of different categories of 
claims and states: 
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"The method for determining unity of invention under Rule 13 shall be 
construed as permitting, in particular, the inclusion of any one of the following 
combinations of claims of different categories in the same international 
application: 

(i) in addition to an independent claim for a given product, an independent 
claims for a process specially adapted for the manufacture of the said 
product, and an independent claim for use of the said product, or 

(ii) in addition to an independent claim for a given process, an 
independent claim for an apparatus or means specially designed for 
carrying out the said process, or 

(iii) in addition to an independent claim for a given product, and 
independent claim for a process specially adapted for the manufacture of 
the said product, and an independent claim for an apparatus or means 
specially designed for carrying out the said process, ..." 

This application contains the following inventions or groups of inventions, 

which are not so linked as to form a single general inventive concept under PCT 

Rule 13.1. 

Due to numerous and widely divergent variables in the compound of 
Formula (I), for example: B, Z, U, X, E, Y, AL, R 1 , R 2 , R 8 , R 9 , R 10 , R 11 , etc., a 
precise listing of inventive groups cannot be made. The following groups are 
exemplary: 

Group I: Claims 1, 3, 5-40, 42-59 and 71-72 (in part), drawn to products of 



formula I 




, wherein R1 is 



H, alkyl, alkenyl and arylalkyl; R2 is C 0 -alkyl (a direct bond); X is O, S, S(0) 2 and 
N; U is a linker of d- 3 alkyl, which is not substituted; Y is C, O, S, NH or a single 
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bond; E is C(R3R4)A; A is carboxyl, alkylnitrile, carboxamide, sulfonamide, and 
acylsulonamide; R3 is H or alkyl; R4 is H or alkyl; B is O or S; Z is N; R8 is H, 
alkl, alkenyl or halo; R9 is H, alkyl, alkenyl, halo, arylalkyl, or aryl; R10 is H, 
hydroxyl, cyano, nitro, halo, oxo, alkyl, alkoxy, haloalkyl; R11 is H, hydroxyl, 
cyano, nitro, halo, oxo, alkyl, alkoxy, haloalkyl; R32 is a bond, H, halo, alkyl, 
haloalkyl or aikyloxo; and AL is a fused phenyl group. 

Group II: Claims 1, 3, 5-40, 42-59 and 71-72 (in part), drawn to products 



of formula I 




, wherein R1 



is H, alkyl, alkenyl and arylalkyl; R2 is C 0 -alkyl (a direct bond); X is O, S, S(0) 2 
and N; U is a linker of d. 3 alkyl, which is not substituted; Y is C, 0, S, NH or a 
single bond; E is C(R3R4)A; A is carboxyl, alkylnitrile, carboxamide, sulfonamide, 
and acylsulonamide; R3 is H or alkyl; R4 is H or alkyl; B is O or S; Z is N; R8 is 
H, alkl, alkenyl or halo; R9 is H, alkyl, alkenyl, halo, arylalkyl, or aryl; R10 is H, 
hydroxyl, cyano, nitro, halo, oxo, alkyl, alkoxy, haloalkyl; R11 is H, hydroxyl, 
cyano, nitro, halo, oxo, alkyl, alkoxy, haloalkyl; R32 is a bond, H, halo, alkyl, 
haloalkyl or aikyloxo; and AL is a fused pyridinyl group. 

Group III: Claims 1, 3, 5-40, 42-59 and 71-72 (in part), drawn to products 



E 




R9 



B 



R1 



z 



of formula I 



wherein R1 



Application/Control Number: 10/539,477 Page 5 

Art Unit: 1626 

is H, alkyl, alkenyl and arylalkyl; R2 is C 0 -alkyl (a direct bond); X is O, S, S(0) 2 
and N; U is a linker of Ci-3alkyl, which is not substituted; Y is C, O, S, NH or a 
single bond; E is C(R3R4)A; A is carboxyl, alkylnitrile, carboxamide, sulfonamide, 
and acylsulonamide; R3 is H or alkyl; R4 is H or alkyl; B is O or S; Z is N; R8 is 
H, alkl, alkenyl or halo; R9 is H, alkyl, alkenyl, halo, arylalkyl, or aryl; R10 is H, 
hydroxyl, cyano, nitro, halo, oxo, alkyl, alkoxy, haldalkyl; R11 is H, hydroxyl, 
cyano, nitro, halo, oxo, alkyl, alkoxy, haloalkyl; R32 is a bond, H, halo, alkyl, 
haloalkyl or alkyloxo; and AL is a fused pyrimidinyl group. 

Group IV: Claims 1, 3, 5-40, 42-59 and 71-72 (in part), drawn to products 

R8 R 3 

Y— f 




R9 

of formula \"\ ^ — V , wherein R1 
is H, alkyl, alkenyl and arylalkyl; R2 is C 0 -alkyl (a direct bond); X is 0, S, S(0) 2 
and N; U is a linker of Ci- 3 alkyl, which is not substituted; Y is C, O, S, NH or a 
single bond; E is C(R3R4)A; A is carboxyl, alkylnitrile, carboxamide, sulfonamide, 
and acylsulonamide; R3 is H or alkyl; R4 is H or alkyl; B is O or S; Z is N; R8 is 
H, alkl, alkenyl or halo; R9 is H, alkyl, alkenyl, halo, arylalkyl, or aryl; R10 is H, 
hydroxyl, cyano, nitro, halo, oxo, alkyl, alkoxy, haloalkyl; R11 is H, hydroxyl, 
cyano, nitro, halo, oxo, alkyl, alkoxy, haloalkyl; R32 is a bond, H, halo, alkyl, 
haloalkyl or alkyloxo; and AL is a fused C 5 .7carbocyclic group. 
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Group V: Claims 1, 3, 5-40, 42-59 and 71-72 (in part), drawn to products 

E - R8 R3 

V 

of formula I'", V — 'J , wherein R1 
is H, alkyl, alkenyl and arylalkyl; R2 is C 0 -alkyl (a direct bond); X is O, S, S(0) 2 
and N; U is a linker of Ci^alkyl, which is not substituted; Y is C, O, S, NH or a 
single bond; E is C(R3R4)A; A is carboxyl, alkylnitrile, carboxamide, sulfonamide, 
and acylsulonamide; R3 is H or alkyl; R4 is H or alkyl; B is O or S; Z is N; R8 and 
R9 combined to forma five membered fused bicyclic wit the phenyl to with R8 
and R9 attach; R10 is H, hydroxyl, cyano, nitro, halo, oxo, alkyl, alkoxy, haloalkyl; 
R11 is H, hydroxyl, cyano, nitro, halo, oxo, alkyl, alkoxy, haloalkyl; R32 is a bond, 
H, halo, alkyl, haloalkyl or alkyloxo; and AL is a fused phenyl group. 

Group VI: Claims 1, 3, 5-40, 42-59 and 71-72 (in part), drawn to products 

R8 R3 




of formula I'", v — " , wherein R1 
is H, alkyl, alkenyl and arylalkyl; R2 is C 0 -alkyl (a direct bond); X is O, S, S(0) 2 
and N; U is a linker of Ci. 3 alkyl, which is not substituted; Y is C, 0, S, NH or a 
single bond; E is C(R3R4)A; A is carboxyl, alkylnitrile, carboxamide, sulfonamide, 
and acylsulonamide; R3 is H or alkyl; R4 is H or alkyl; B is N; Z is N; R8 is H, 
alkl, alkenyl or halo; R9 is H, alkyl, alkenyl, halo, arylalkyl, or aryl; R10 is H, 
hydroxyl, cyano, nitro, halo, oxo, alkyl, alkoxy, haloalkyl; R11 is H, hydroxyl, 
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cyano, nitro, halo, oxo, alkyl, alkoxy, haloalkyl; R32 is a bond, H, halo, alkyl, 
haloalkyl or alkyloxo; and AL is a fused phenyl group. 

Group VII: Claims 1, 3, 5-40, 42-59 and 71-72 (in part), drawn to products 

R8 R3 




of formula I'", ^ — J , wherein R1 
is H, alkyl, alkenyl and arylalkyl; R2 is C 0 -alkyl (a direct bond); X is O, S, S(0) 2 
and N; U is a linker of Ci. 3 alkyl, which is not substituted; Y is C, O, S, NH or a 
single bond; E is C(R3R4)A; A is carboxyl, alkylnitrile, carboxamide, sulfonamide, 
and acylsulonamide; R3 is H or alkyl; R4 is H or alkyl; B is N; Z is N; R8 is H, 
alkl, alkenyl or halo; R9 is H, alkyl, alkenyl, halo, arylalkyl, or aryl; R10 is H, 
hydroxyl, cyano, nitro, halo, oxo, alkyl, alkoxy, haloalkyl; R11 is H, hydroxyl, 
cyano, nitro, halo, oxo, alkyl, alkoxy, haloalkyl; R32 is a bond, H, halo, alkyl, 
haloalkyl or alkyloxo; and AL is a fused pyridinyl group. 

Group VIII: Claims 1, 3, 5-40, 42-59 and 71-72 (in part), drawn to 
products of formula I'", containing compounds not encompassed in Groups I - 
VII. If this group is elected, Applicant is requested to elect a single species for 
search purposes. This group is subject to further restriction, if elected. 

Group IX: Claims 61-63, 65-70, drawn to a method of treating a disease 
comprising administering a compound of formula I'", wherein R1 is H, alkyl, 
alkenyl and arylalkyl; R2 is C 0 -alkyl (a direct bond); X is O, S, S(0) 2 and N; U is a 
linker of Ci. 3 alkyl, which is not substituted; Y is C, O, S, NH or a single bond; E is 
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C(R3R4)A; A is carboxyl, alkylnitrile, carboxamide, sulfonamide, and 
acylsulonamide; R3 is H or alkyl; R4 is H or alkyl; B is O or S; Z is N; R8 is H, 
alkl, alkenyl or halo; R9 is H, alkyl, alkenyl, halo, arylalkyl, or aryl; R10 is H, 
hydroxyl, cyano, nitro, halo, oxo, alkyl, alkoxy, haloalkyl; R11 is H, hydroxyl, 
cyano, nitro, halo, oxo, alkyl, alkoxy, haloalkyl; R32 is a bond, H, halo, alkyl, 
haloalkyl or alkyloxo; and AL is a fused phenyl group. 

Group X: Claims 61-63, 65-70, drawn to a method of treating a disease 
comprising administering a compound of formula T", wherein R1 is H, alkyl, 
alkenyl and arylalkyl; R2 is C 0 -alkyl (a direct bond); X is O, S, S(0) 2 and N; U is a 
linker of Ci. 3 alkyl, which is not substituted; Y is C, O, S, NH or a single bond; E is 
C(R3R4)A; A is carboxyl, alkylnitrile, carboxamide, sulfonamide, and 
acylsulonamide; R3 is H or alkyl; R4 is H or alkyl; B is O or S; Z is N; R8 is H, 
alkl, alkenyl or halo; R9 is H, alkyl, alkenyl, halo, arylalkyl, or aryl; R10 is H, 
hydroxyl, cyano, nitro, halo, oxo, alkyl, alkoxy, haloalkyl; R11 is H, hydroxyl, 
cyano, nitro, halo, oxo, alkyl, alkoxy, haloalkyl; R32 is a bond, H, halo, alkyl, 
haloalkyl or alkyloxo; and AL is a fused pyridinyl group. 

Group XI: Claims 61-63, 65-70, drawn to a method of treating a disease 
comprising administering a compound of formula I'", wherein R1 is H, alkyl, 
alkenyl and arylalkyl; R2 is C 0 -alkyl (a direct bond); X is O, S, S(0) 2 and N; U is a 
linker of C^alkyl, which is not substituted; Y is C, O, S, NH or a single bond; E is 
C(R3R4)A; A is carboxyl, alkylnitrile, carboxamide, sulfonamide, and 
acylsulonamide; R3 is H or alkyl; R4 is H or alkyl; B is O or S; Z is N; R8 is H, 
alkl, alkenyl or halo; R9 is H, alkyl, alkenyl, halo, arylalkyl, or aryl; R10 is H, 
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hydroxyl, cyano, nitro, halo, oxo, alkyl, alkoxy, haloalkyl; R11 is H, hydroxyl, 
cyano, nitro, halo, oxo, alkyl, alkoxy, haloalkyl; R32 is a bond, H, halo, alkyl, 
haloalkyl or alkyloxo; and AL is a fused pyrimidinyl group. 

Group XII: Claims 61-63, 65-70, drawn to a method of treating a disease 
comprising administering a compound of formula l"\ wherein R1 is H, alkyl, 
alkenyl and arylalkyl; R2 is C 0 -alkyl (a direct bond); X is O, S, S(0) 2 and N; U is a 
linker of Ci- 3 alkyl, which is not substituted; Y is C, O, S, NH or a single bond; E is 
C(R3R4)A; A is carboxyl, alkylnitrile, carboxamide, sulfonamide, and 
acylsulonamide; R3 is H or alkyl; R4 is H or alkyl; B is O or S; Z is N; R8 is H, 
alkl, alkenyl or halo; R9 is H, alkyl, alkenyl, halo, arylalkyl, or aryl; R10 is H, 
hydroxyl, cyano, nitro, halo, oxo, alkyl, alkoxy, haloalkyl; R11 is H, hydroxyl, 
cyano, nitro, halo, oxo, alkyl, alkoxy, haloalkyl; R32 is a bond, H, halo, alkyl, 
haloalkyl or alkyloxo; and AL is a fused C 5 . 7 carbocyclic group. 

In accordance with 37 CFR 1.499, applicant is required, in reply to this 
action, to elect a single invention to which the claims must be restricted. As 
stated above, this is not an exhaustive list , as it would be impossible to produce 
such a list under the time constraints due to the large volume of subject matter 
claimed in this application. 

The claims herein lack unity of invention under PCT Rules 13.1 and 13.2 

because, pursuant to 37 C.F.R. 1 .475(a) Groups l-XII lack unity of invention 

since under 37 CFR 1.475: 

Where a group of inventions is claimed in an application, the requirement 
of unity of invention shall be fulfilled only when there is a technical feature 
among those inventions involving one or more of the same or 
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corresponding special technical features... those technical features that 
define a contribution which each of the claimed inventions, considered as 
a whole, makes over the prior art. 

The structural moiety common to Groups l-XII is a phenyl group. This 
technical feature is not a special technical feature, because it fails to define a - 
contribution over the prior art (see WO 00/64876, which discloses the compound 
2-((l-(3-(l#-tetrazol-5-yl)be^ Therefore, 
claims 1, 3, 5-40, 42-59, 61-63 and 65-72 are not so linked as to form a single 
general inventive concept and there is a lack of unity of invention. The variables 
vary extensively and when taken as a whole result in vastly different compounds. 
Additionally, the vastness of the claimed subject matter and the complications in 
understanding the claimed subject matter impose a serious burden on any 
examination of the claimed subject matter. 

Because the claims do not relate to a single general inventive concept 
under PCT Rule 13.1 and lack the same or corresponding special technical 
features, the claims lack unity of invention and should be limited to a product, a 
process for the manufacture of said product, or a method of use. 

Furthermore, with respect to Groups l-XII, even if unity of invention under 

37 CFR 1.475(a) is not lacking, under 37 CFR 1.475(b) a national stage 

application containing claims to different categories of invention will be 

considered to have unity of invention if the claims are drawn only to one of the 

following combinations: 

(1) A product and a process specially adapted for the manufacture of 
said product; or 



Application/Control Number: 10/539,477 Page 1 1 

Art Unit: 1626 

(2) A product and process of use of said product; or 

(3) A product, a process specially adapted for the manufacture of the 
said product, and a use of the said product; or 

(4) A process and an apparatus or means specially designed for 
carrying out the said process; or 

(5) A product, a process specially adapted for the manufacture of the 
said product, and an apparatus or means specially designed for 
carrying out the said process. 

Moreover, according to 37 CFR 1.475(c), 

If an application contains claims to more or less that one of the 

combinations of categories of invention set forth in paragraph (b), unity of 

invention might not be present. 

In the instant case the claims are drawn to more than one product, 

process, and method of use. According to 37 CFR 1.475(e), 

The determination whether a group of inventions is so linked as to form a 
single general inventive concept shall be made without regard to whether 
the inventions are claimed in separate claims or as alternatives within a 
single claim. 

As a result, the claims lack unity of invention and applicant is 
required to elect a single invention. 

Applicant is advised that the reply to this requirement to be complete must 
include an election of the invention to be examined even if the restriction 
requirement is traversed (37 CFR 1.143). 

Telephone Inquiry 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Andrew B. Freistein whose telephone number 
is (571) 272-8515. The examiner can normally be reached on 8:30 am - 5:00 
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If attempts to reach the examiner by telephone are unsuccessful, the 



examiner's supervisor, Joseph M e Kane can be reached on (571) 272-0699. The 



fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 



Andrew B. Freistein 
Patent Examiner, AU 1626 




Josep'h M-Kane 
Supervisory Patent Examiner, AU 1626 
Date: April 20, 2007 



